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REMARKS 

Reconsideration of the present application is respectfully requested. 

I. Status of Claims 

Claims 1-176 are hereby cancelled without prejudice or disclaimer. New claims 177-181 are 
currently presented. New claims 177-181 have been added to reflect preferred amino acid 
embodiments of original claim 91, as well as the pharmaceutical composition, medication, and 
methods thereof. New claim 177 recites the embodiment of original claim 91, with the inclusion of 
Markush groups for the various claimed amino acids. Additionally, new claim 177 has been 
amended to further define the scope of the claim to remove "not less than" as a claim limitation. As 
such, new claim 177 is directed to 4-mers, 5-mers, and 6-mers. Support for these new claims is 
found in original claims 91, 117, 118, 123, and 124 and throughout the specification as filed. No 
new matter has been added by way of this amendment. 

For the Examiner's reference, applicants provide the following table to clarify support for 
the new claims. 



New Claim 


Support 


177 


Original claim 91 


178 


Original claim 124 


179 


Original claim 1 17 


180 


Original claim 1 18 


181 


Original claim 123 



II. Telephone Conference 

Applicants respectfully thank the Examiner for his time during the conference call on 
December 5, 2005 to discuss the rejections and formalities of the Final Office Action. Applicants 
also thank the Examiner for the courtesy call on December 7, 2005 regarding the affirmation of the 
outstanding rejections. 
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While applicants understand that the Examiner's basis for the withdrawal of claims 172-175 
is compliance with species election and Markush claim practice (MPEP 803.02), applicants 
respectfully disagree for the record with this basis for the further withdrawal of claims 1 1 7 and 124. 

III. Claim Objections 

In the Final Office Action, the Examiner objected to claims 91 and 173 for grammatical 
errors. Applicants have addressed the claim objections in corresponding new claim 177. 
Specifically, applicants have removed the term "arbitrary", corrected the spelling of "proline", and 
removed the superfluous parentheses in the claim. Applicants submit that all claim objections have 
been overcome. 

IV. 35U.S.C.§112,1[1 

Written Description 

Claims 91, 117, 118, 124, and 172-176 stand rejected as allegedly failing to comply with the 
written description requirement under 35 U.S.C. § 1 12, %\. According to the Examiner, the claims 
are directed to subject matter which is not supported by the specification in such a way that conveys 
possession of the invention. The Examiner summarizes his position with respect to the various 
factors considered in the written description requirement including the level of skill and knowledge 
in the art, partial structure, physical and/or chemical properties, functional characteristics alone or 
coupled with a correlation between structure and function, and the method of making the claimed 
invention. 

Applicants respectfully traverse the rejection, and request reconsideration. Applicants 
address the rejections with respect to the new corresponding claims 1 77-1 81 . 

Regarding the level of skill in art, applicants take no issue with the Examiner's statement 
that the methods involved are generally known in the art. 

Regarding the partial structure, the Examiner believes that the structure of all compounds 
embraced by the invention are not sufficiently described. However, applicants respectfully submit 
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that there is no requirement to provide the structures of each and every compound provided by the 
genus. Rather, the written description requirement of 35 U.S.C. § 1 12, ^[1, has been interpreted as a 
provision where an applicant shows possession of the claimed invention by fully describing the 
invention such that the applicant can "convey with reasonable clarity to those skilled in the art that, 
as of the filing date sought, he or she was in possession of the invention." Vas-Cath, Inc., v. 
Mahurkar, 935 F.2d 1555, 1563 (italics omitted). The U.S. Patent and Trademark Office states that 
"the 'essential goal' of the description of the invention requirement is to clearly convey the 
information that an applicant has invented the subject matter which is claimed." Guidelines for the 
Examination of Patent Applications under the 35 U.S.C. 112, para. 1, "Written Description" 
Requirement, Federal Register, Vol. 66, No. 4, 1099, 1 104 (2001). 

Applicants respectfully submit that the specification in this case gives an adequate 
description of the compounds encompassed by new claims 177-181. First, the specification 
explicitly describes the generic compound and all possible substituents on paragraphs 232-305 of 
the published application. The medication of claim 117 (new claim 179) is taught in paragraphs 
401, 402, and 405 in the disclosure of drugs for treatment. The diagnostic composition of claim 1 1 8 
(new claim 180) is taught at paragraphs 396 and 403 of the published application. Additionally, the 
pharmaceutical composition of claim 124 (new claim 178) is taught at paragraph 392 of the 
published application. 

Furthermore, each of the compounds has an important structural feature common to the 
claimed genus, the core 4 amino acid substituents: -(NH-X 2 -C-0)-(NH-X 3 -C=0)-(NH-X 4 -C=0)- 
(NH-X 5 -C=0)-. Claims to a genus are described either by recitation of a representative number of 
species, or by the disclosure of shared structural features of the genus. Regents of the Univ. of Cal. 
v. Eli Lilly & Co., 119 F.3d 1559 (Fed. Cir. 1997). Here, the claims of the instant application recite 
the shared structural feature of at minimum the four core amino acids, which are completely 
defined. A representative number of species of the new claim 177 is also disclosed, e.g., in 
Examples 9, 1 1-76, and 84-85. 

The Examiner also states that the specification lacks sufficient variety in describing how one 
would make the compounds. The Examiner asserts that there are a limited number of methods 
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provided for making species of the claimed invention. Applicants respectfully submit that at least 
five exemplary methods of making the compounds are disclosed. Support for these exemplary 
methods is found in Examples 1, 9, 25, 40, and 58. Also within and following each of these 
examples are numerous exemplary species presented as Examples 1 through 86. Thus, the 
specification provides a representative number of species. Accordingly, there is ample support to 
show possession and overcome the written description rejection. 

Enablement 

Claims 117, 118 and 124 stand further rejected for alleged lack of enablement. Specifically, 
the Examiner states that the specification, while enabling for making compounds of the examples, 
does not reasonably enable the methods of making pharmaceuticals, medicines or diagnostics for 
the compounds in the generic claims. The Examiner relies on factors described in In re Wands (858 
F.2d 731, 8 USPQ2d 1400 (Fed. Cir. 1988)) to support his argument that undue experimentation 
would be required when looking to the nature of the invention, the breadth of the claims, the state of 
the prior art, the predictability of the art, the relative skill of those in the art, the amount of guidance 
presented, the presence/absence of working examples, and the quantity of experimentation 
necessary. According to the Examiner, claims to a compound with substituted amino acids are not 
enabled since the effect of amino acid substitution is an "unpredictable" art requiring extensive and 
undue experimentation. To support his contention, the Examiner provided articles or abstracts 
which describe technical caveats associated with amino acid substitution (Voet et ah, Smilek et al., 
and Messer et al.). 

Applicants respectfully submit that the cited references appear to be inapplicable here, in 
view of the new claims and the assays and working examples set forth in the specification. The 
Court of Appeals for the Federal Circuit interpreted the test for compliance with the enablement 
requirement as: 

whether one reasonably skilled in the art could make or use the invention 
from the disclosures in the patent coupled with information known in the 
art without undue experimentation. 
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In re Wands, 858 F.2d 737; 8 USPQ2d 1404. Contrary to the Examiner's contention, the 
specification teaches how to make and use the claimed invention throughout the disclosure, 
including in working Examples 1 through 86. In all of the examples, thrombin amidase activity is 
recorded indicating that fully all of the species tested were operable. Furthermore, even if there 
were species of the genus found to be inoperable (which these are not), the claims would still be 
enabled. In re Angstadt, 537 F.2d 498, 502-503 (CCPA 1976). Therefore, applicants submit that 
the presently claimed invention is fully enabled by the specification. 

In view of the arguments and remarks noted above, applicants request the withdrawal of the 
rejection. 

V. 35 U.S.C. § 112,^2 

Claims 91, 1 17, 1 18, 124, and 172-176 stand rejected as indefinite under 35 U.S.C. § 1 12, 
Tf2. Specifically, the Examiner states that claim 91 is vague and indefinite regarding the limitation 
that one or more amino acids may be removed. Regarding claims 172 and 173, the Examiner states 
that these claims lack antecedent basis. Specifically, the Examiner states there is no basis in claim 
91 for allowing amino acid 1 or 2 to be absent. 

Applicants respectfully traverse the rejection as applied to the new claims and request 
reconsideration. In new claim 177, corresponding to original claim 91, the claim recites a finite 
number of possibilities for truncations of the compound ranging from a 4-mer to a 6-mer without 
internal deletions. This amendment is fully supported by the specification which refers to fragments 
and clearly shows in Examples 1-86 a range of 4-mers to 6-mers. Applicants submit that a skilled 
artisan, based on the specification, would understand that the claim is directed to 4-mers, 5-mers, 
and 6-mers. 

Applicants request the rejection be withdrawn. 

VI. 35 U.S.C. § 102(b) 

Claims 91, 118, and 176 stand rejected as anticipated by U.S. Patent No. 4,440,678 (to 
Svendensen) in view of Bastin (Org. Proc. Res. Dev. 2000, 4:427-435). According to the Examiner, 
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Svendensen teaches H-Gly-Arg-MCA»2HBr, and teaches that the compound is used for enzyme 
assays, and thus inherently is a diagnostic. The Examiner then relies on Bastin for the teaching that 
HBr is a pharmaceutical ly acceptable salt. Thus, the Examiner asserts that the claimed invention is 
anticipated by the cited art. 

Applicants respectfully traverse the rejection and request reconsideration. The present 
invention is directed to compounds with a 4-mer to 6-mer peptide chain. The cited art, however, 
teaches tripeptide derivatives, none of which are within the scope of the presently claimed 
invention. Therefore, the claimed invention is not anticipated by the cited art. Applicants request 
withdrawal of the rejection. 

VII. Conclusion 

In view of the above amendments and remarks, the claims now presented are believed to in 
condition for allowance and such action is earnestly solicited. 

If there are any other issues remaining which the Examiner believes could be resolved 
through either a Supplemental Response or an Examiner's Amendment, the Examiner is respectfully 
requested to contact the undersigned at the telephone number indicated below. 

Dated: December 13, 2005 Respectfully submitted, 




Registration No.: 43,171 
DARBY & DARBY P.C. 
P.O. Box 5257 

New York, New York 10150-5257 
(212) 527-7700 
(212) 527-7701 (Fax) 
Attorneys/Agents For Applicant 
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